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For: IMMUNOMODULATORY OLIGONUCLEOTIDES 

Examiner: Oluwatosin A. Ogunbiyi 
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CERTIFICATE OF MAILING UNDER 37 C.F.R. §1.8(a) 

The undersigned hereby certifies that this document is being placed in the United States mail with 
first-class postage attached, addressed to MAIL STOP AMENDMENT, Commissioner for Patents, P.O. Box 1450, 
Alexandria, VA 22313-1450, on the day of February, 2007. 

Jamison K. Herrick 



MAIL STOP AMENDMENT 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

STATEMENT FILED PURSUANT TO THE DUTY OF 
DISCLOSURE UNDER 37 CFR SSI. 56. 1.97 AND 1.98 

Sir: 

Pursuant to the duty of disclosure under 37 C.F.R. §§1.56, 1.97 and 1.98, the Applicant 
requests consideration of this Information Disclosure Statement. 

PART I: Compliance with 37 C.F.R. $1.97 

This Information Disclosure Statement has been filed before the mailing of a first Office 
action on the merits in the above-identified case. 

No fee or certification is required. 
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PART II: Information Cited 

The Applicant hereby makes of record in the above-identified application the information 
listed on the attached form PTO-1449 (modified PTO/SB/08). The order of presentation of the 
references should not be construed as an indication of the importance of the references. 

The Applicant hereby makes the following additional information of record in the 
above-identified application. 

The Applicant would like to bring to the Examiner’s attention the following co-pending 
applications that may contain subject matter related to this application: 



Serial No. 


Filing Date 


InventorCsl 


Docket No. 


10/811,226 


03-26-2004 


Wagner et al. 


*C1041.70005US01 


11/503,377 


08-11-2006 


Krieg et al. 


♦C1039.70061US01 


11/503,483 


08-11-2006 


Krieg et al. 


♦C1039.70048US22 


1 1/507,079 


08-18-2006 


Krieg et al. 


♦C1039.70035US04 


11/526,197 


09-22-2006 


Krieg et al. 


♦C1039.70048US23 


11/526,896 


09-22-2006 


Bratzler et al. 


♦C1037.70013US03 


11/542,845 


10-04-2006 


Krieg et al. 


*C1037.70048US01 


11/543,314 


10-04-2006 


Lipford et al. 


♦C1041.70036US02 


11/595,823 


11-10-2006 


Wagner et al. 


♦C1041.70035US01 


11/598,207 


11-10-2006 


Krieg et al. 


♦C1039.70048US24 


1 1/603,978 


11-22-2006 


Forsbach et al. 


♦C1041.70053US02 


11/629,106 


12-08-2006 


Lipford et al. 


*C1041.70027US01 


11/645,106 


12-22-2006 


Krieg et al. 


♦C1039.70083US17 



♦A copy of this reference is nrt provided as the Office has waived the requirement under 37 C.F.R. 1.98(a)(2)(iii) for submitting a 
copy of a cited U.S. patent application if it is scanned to the Image File Wrapper system and is available on Private PAIR. 



The Applicant would like to bring to the Examiner’s attention the following other 
information, whose relevance is discussed in Part III below: 
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PART III: Explanation of Non-English Language References and Remarks Concerning Other 
Information Cited 

The following are remarks concerning the other information cited: 

The instant patent application derives priority from US 6,194,388 Bl, which is a priority 
application for US 6,207,646 Bl, which was involved in Interference No. 105171. In view of the 
priority. Applicants have included on the attached 1449 a listing of all of the motions filed, the 
judgment rendered by the Board of Patent Appeals and Interferences, appeal briefs, and appeal 
decision, which considered the 35 U.S.C. § 135(b)(1) motion dispositive. Copies of these 
documents were previously submitted in Serial No. 10/690,495, filed October 21, 2003, to which 
the instant application derives priority. If the Examiner would like any additional information on 
this subject, he is encouraged to contact Applicant’s representative at the number listed below. 

PART IV: Remarks 

Documents cited anywhere in the Information Disclosure Statement are enclosed unless 
otherwise indicated. It is respectfully requested that: 

1 . The Examiner consider completely the cited information, along with any other 
information, in reaching a determination concerning the patentability of the present claims; 

2. The enclosed form PTO-1449 (modified PTO/SB/08) be signed by the Examiner to 
evidence that the cited information has been fully considered by the Patent and Trademark Office 
during the examination of this application; 

3. The citations for the information be printed on any patent which issues from this 
application. 

By submitting this Information Disclosure Statement, the Applicant makes no 
representation that a search has been performed, of the extent of any search performed, or that 
more relevant information does not exist. 

By submitting this Information Disclosure Statement, the Applicant makes no 
representation that the information cited in the Statement is, or is considered to be, material to 
patentability as defined in 37 C.F.R. § 1.56(b). 
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By submitting this Information Disclosure Statement, the Applicant makes no 
representation that the information cited in the Statement is, or is considered to be, in fact, prior 
art as defined by 35 U.S.C. §102. 

Notwithstanding any statements by the Applicant, the Examiner is urged to form his or 
her own conclusion regarding the relevance of the cited information. 

An early and favorable action is hereby requested. 

Respectfully submitted. 




Helen C. Lockhart, Ph.D., Reg. No. 39,248 
Wolf, Greenfield & Sacks, P.C. 

600 Atlantic Avenue 

Boston, Massachusetts 02210-2206 

Telephone: (617)646-8000 

Docket No.: C1039.70083US06 
Date: February J?/ , 2007 

xNDDx 
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APPLICATION NO.: 10/789,051 


ATTY. DOCKET NO.: C1039.70083US06 


FILING DATE: February 26, 2004 


CONFIRMATION NO.: 8295 


APPLICANT: Kriegetal. 


GROUP ART UNIT; 1645 


EXAMINER: Oluwatosin A. Ogunbiyi 



PATENT DOCUMENTS 



Examiner’s 
Initials * 



U.S. Patent Document 




5,023,243 



5,087,617 



5,248,670 



5,457,189 



5,514,577 



5,567,604 



5,576,302 



5,594,122 



5,728,518 



5,756,097 



5,877,309 



5,955,059 



6,184,369 



6,221,882 



6,339,630 



6,426,334 



6,479,504 



6,521,637 



6,727,230 



6,737,066 



6,821,957 



6,835,395 



6,943,240 



6,949,520 



6,951,845 



7,001,890 



2002-0086839 



2002-0091097 



2002-0142977 



2002-0164341 



2003-0026801 



Name of Patentee or Applicant of Cited 
Document 


Date of Publication or Issue 
of Cited Document 
MM-DD-YYYY 


Tullis 


06-11-1991 


Smith 


02-11-1992 


Draper et al. 


09-28-1993 


Crooke et al. 


10-10-1995 


Draper et al. 


05-07-1996 


Rando et al. 


10-22-1996 


Cook et al. 


11-19-1996 


Friesen 


01-14-1997 


Carmichael 


03-17-1998 


Landucci et al. 


05-26-1998 


McKay et al. 


03-02-1999 


Gilchrest et al. 


09-21-1999 


Rando et al. 


02-06-2001 


Macfarlane 


04-24-2001 


Macfarlane 


06-04-2002 


Agrawal et al. 


07-30-2002 


Macfarlane et al. 


11-12-2002 


Macfarlane 


02-18-2003 


Hutcherson et al. 


04-27-2004 


Moss 


05-18-2004 


Krieg et al. 


11-23-2004 


Semple et al. 


12-28-2004 


Bauer et al. 


09-13-2005 


Hartmann et al. 


09-27-2005 


Carson et al. 


10-04-2005 


Wagner et al. 


02-26-2006 


Raz et al. 


07-04-2002 


Bratzler et al. 


07-11-2002 


Raz et al. 


10-03-2002 


Davis et al. 


11-07-2002 


Weiner et al. 


02-06-2003 



DATE CONSIDERED: 



* EXAMINER; Initial if reference considered, whether a not citation is in conformance with MPEP 609; Draw line through citation if not in conformance and not considered. 
Include copy of this form with next communication to Applicant. 
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ATTY. DOCKET NO.: CI039.70083US06 


FILING DATE: February 26, 2004 
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APPLICANT: Kriegetal. 


GROUP ART UNIT: 1645 


EXAMINER: Oluwatosin A. Ogunbiyi 



2003-0027782 


A1 


Carson et al. 


02-06-2003 


2003-0050261 


A1 


Krieg et al. 


03-13-2003 


2003-0050268 


A1 


Krieg et al. 


03-13-2003 


2003-0091599 


A1 


Davis et al. 


05-15-2003 


2003-0100527 


A1 


Krieg et al. 


05-29-2003 


2003-0139364 


A1 


Krieg et al. 


07-24-2003 


2003-0148316 


A1 


Lipford et al. 


08-07-2003 


2003-0148976 


A1 


Krieg et al. 


08-07-2003 


2003-0181406 


A1 


Schetter et al. 


09-25-2003 


2003-0191079 


A1 


Krieg et al. 


10-09-2003 


2003-0203861 


A1 


Carson et al. 


10-30-2003 


2003-0212026 


A1 


Krieg et al. 


11-13-2003 


2003-0224010 


A1 


Davis et al. 


12-04-2003 


2003-0232074 


A1 


Lipford et al. 


12-18-2003 


2003-0232780 


A1 


Carson et al. 


12-18-2003 


2003-0232856 


A1 


Macfarlane 


12-18-2003 


2004-0006010 


A1 


Carson et al. 


01-08-2004 


2004-0006034 


A1 


Raz et al. 


01-08-2004 


2004-0009942 


A1 


Van Nest et al. 


01-15-2004 


2004-0009949 


A1 


Krieg 


01-15-2004 


2004-0030118 


A1 


Wagner et al. 


02-12-2004 


2004-0053880 


A1 


Krieg 


03-18-2004 


2004-0067902 


A9 


Bratzler et al. 


04-08-2004 


2004-0067905 


A1 


Krieg 


04-08-2004 


2004-0087534 


A1 


Krieg et al. 


05-06-2004 


2004-0087538 


A1 


Krieg et al. 


05-06-2004 


2004-0092468 


A1 


Schwartz et al. 


05-13-2004 


2004-0092472 


A1 


Krieg 


05-13-2004 


2004-0105872 


A1 


Klinman et al. 


06-03-2004 


2004-0106568 


A1 


Krieg et al. 


06-03-2004 


2004-0115219 


A1 


Ahn et al. 


06-17-2004 


2004-0131628 


A1 


Bratzler et al. 


07-08-2004 


2004-0132685 


A1 


Krieg et al. 


07-08-2004 


2004-0142469 


A1 


Krieg et al. 


07-22-2004 


2004-0143112 


A1 


Krieg et al. 


07-22-2004 


2004-0147468 


A1 


Krieg et al. 


07-29-2004 


2004-0152649 


A1 


Krieg 


08-05-2004 



DATE CONSIDERED; 



^ EXAMINER: Initial if reference considered, whether or notcitation is in conformance with MPEP 609; Draw line through citation if not in conformance and not considered. 
Include copy of this form with next communication to Applicant. 
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INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 



APPLICATION NO.: 1 0/789,05 1 


ATTY. DOCKET NO.: C1039.70083US06 


FILING DATE: February 26, 2004 


CONFIRMATION NO.: 8295 


APPLICANT: Kriegetal. 


GROUP ART UNIT: 1645 


EXAMINER: Oluwatosin A. Ogunbiyi 



2004-0152656 


A1 


Krieg et al. 


08-05-2004 


2004-0152657 


A1 


Krieg et al. 


08-05-2004 


2004-0162258 


A1 


Krieg et al. 


08-19-2004 


2004-0162262 


A1 


Krieg et al. 


08-19-2004 


2004-0167089 


A1 


Krieg et al. 


08-26-2004 


2004-0171150 


A1 


Krieg et al. 


09-02-2004 


2004-0171571 


A1 


Krieg et al. 


09-02-2004 


2004-0181045 


A1 


Krieg et al. 


09-16-2004 


2004-0198680 


A1 


Krieg 


10-07-2004 


2004-0198688 


A1 


Krieg et al. 


10-07-2004 


2004-0229835 


A1 


Krieg et al. 


11-18-2004 


2004-0234512 


A1 


Wagner et al. 


11-25-2004 


2004-0235770 


A1 


Davis et al. 


11-25-2004 


2004-0235774 


A1 


Bratzler et al. 


11-25-2004 


2004-0235777 


A1 


Wagner et al. 


11-25-2004 


2004-0235778 


A1 


Wagner et al. 


11-25-2004 


2004-0247662 


A1 


Dow et al. 


12-09-2004 


2004-0266719 


A1 


McCluskie et al. 


12-30-2004 


2005-0004061 


A1 


Krieg et al. 


01-06-2005 


2005-0004062 


A1 


Krieg et al. 


01-06-2005 


2005-0009774 


A1 


Krieg et al. 


01-13-2005 


2005-0013812 


A1 


Dow et al. 


01-20-2005 


2005-0031638 


A1 


Dalemans et al. 


02-10-2005 


2005-0032734 


A1 


Davis et al. 


02-10-2005 


2005-0032736 


A1 


Krieg et al. 


02-10-2005 


2005-0037403 


A1 


Krieg et al. 


02-17-2005 


2005-0037985 


A1 


Krieg et al. 


02-17-2005 


2005-0043529 


A1 


Davis et al. 


02-24-2005 


2005-0049215 


A1 


Krieg et al. 


03-03-2005 


2005-0049216 


A1 


Krieg et al. 


03-03-2005 


2005-0054601 


A1 


Wagner et al. 


03-10-2005 


2005-0054602 


A1 


Krieg et al. 


03-10-2005 


2005-0059619 


A1 


Krieg et al. 


03-17-2005 


2005-0059625 


A1 


Krieg et al. 


03-17-2005 


2005-0059626 


A1 


Van Nest et al. 


03-17-2005 


2005-0064401 


A1 


Olek et al. 


03-24-2005 


2005-0070491 


A1 


Krieg et al. 


03-31-2005 




DATE CONSIDERED: 



^ EXAMINER: Initial if reference considered, whether or notcitation is in conformance with MPEP 609; Draw line through citation if not in conformance and not considered. 
Include copy of this form with next communication to Applicant. 
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FORM PTO- 1449/A and B (modified PTO/SB/08) 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 



APPLICATION NO.: 10/789,051 


ATTY. DOCKET NO.: C1039.70083US06 


FILING DATE: February 26, 2004 


CONFIRMATION NO.: 8295 


APPLICANT: Kriegetal. 


GROUP ART UNIT; 1645 


EXAMINER: Oluwatosin A. Ogunbiyi 



2005-0075302 


A1 


Hutcherson et al. 


04-07-2005 


2005-0100983 


A1 


Bauer et al. 


05-12-2005 


2005-0101554 


A1 


Krieg et al. 


05-12-2005 


2005-0101557 


A1 


Krieg et al. 


05-12-2005 


2005-0119273 


A1 


Lipford et al. 


06-02-2005 


2005-0123523 


A1 


Krieg et al. 


06-09-2005 


2005-0130911 


A1 


Uhlmann et al. 


06-16-2005 


2005-0148537 


A1 


Krieg et al. 


07-07-2005 


2005-0159375 


A1 


Srivastava et al. 


07-21-2005 


2005-0169888 


A1 


Hartman et al. 


08-04-2005 


2005-0171047 


A1 


Krieg et al. 


08-04-2005 


2005-0181422 


A1 


Bauer et al. 


08-18-2005 


2005-0182017 


A1 


Krieg 


08-18-2005 


2005-0197314 


A1 


Krieg et al. 


09-08-2005 


2005-0215500 


A1 


Krieg et al. 


09-29-2005 


2005-0215501 


A1 


Lipford et al. 


09-29-2005 


2005-0233995 


A1 


Krieg et al. 


10-20-2005 


2005-0233999 


A1 


Krieg et al. 


10-20-2005 


2005-0239732 


A1 


Krieg et al. 


10-27-2005 


2005-0239733 


A1 


Jurk et al. 


10-27-2005 


2005-0239734 


A1 


Uhlmann et al. 


10-27-2005 


2005-0239736 


A1 


Krieg et al. 


10-27-2005 


2005-0245477 


A1 


Krieg et al. 


11-03-2005 


2005-0244379 


A1 


Krieg et al. 


11-03-2005 


2005-0244380 


A1 


Krieg et al. 


11-03-2005 


2005-0250726 


A1 


Krieg et al. 


11-10-2005 


2005-0256073 


A1 


Lipford et al. 


11-17-2005 


2005-0267057 


A1 


Krieg 


12-01-2005 


2005-0267064 


A1 


Krieg et al. 


12-01-2005 


2005-0277604 


A1 


Krieg et al. 


12-15-2005 


2005-0277609 


A1 


Krieg et al. 


12-15-2005 


2006-0003955 


A1 


Krieg et al. 


01-05-2006 


2006-0003962 


A1 


Ahluwalia et al. 


01-05-2006 


2006-0019916 


A1 


Krieg et al. 


01-26-2006 


2006-0019923 


A1 


Davis et al. 


01-26-2006 


2006-0058251 


A1 


Krieg et al. 


03-16-2006 


2006-0089326 


A1 


Krieg et al. 


04-27-2006 




DATE CONSIDERED: 



” EXAMINER; Initial if reference considered, whether or notcitation is in conformance with MPEP 609; Draw line through citation if not in conformance and not considered. 
Include copy of this form with next communication to Applicant. 
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FILING DATE: February 26, 2004 CONFIRMATION NO.: 8295 

INFORMATION DISCLOSURE 

STATEMENT BY APPLICANT applicant: Krieg et al. 
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FOREIGN PATENT DOCUMENTS 



Examiner’s 
Initials ^ 


Cite 

No. 


Foreign Patent Document 


Name of Patentee or Applicant of Cited 
Document 


Date of 
Publication of 
Cited Document 
MM-DD-YYYY 


Office/ 

Country 


Number 


Kind 

Code 




* 


wo 


91/12811 


Al 


ISIS Pharmaceuticals Inc. 


09-05-1991 




* 


wo 


92/03456 




ISIS Pharmaceuticals Inc. 


03-05-1992 




* 


wo 


94/19945 


Al 


ISIS Pharmaceuticals Inc. 


09-15-1994 






wo 


95/17507 


Al 


Biognostik Gesellschaft Fiir 
Biomolekulare Diagnostik MBH [DE] 


06-29-1995 






wo 


96/02560 


Al 


University of North Carolina at Chapel 
Hill 


02-01-1996 




* 


wo 


98/49288 


Al 


Hybridon Inc. 


11-05-1998 




Examiner’s 
Initials * 




OTHER ART - NON PATENT LITERATURE DOCUMENTS 



Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the item 
(book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue number(s), publisher, 

city and/or country where published. 



ANITESCU et al., Interleukin- 10 functions in vitro and in vivo to inhibit bacterial DNA-induced 
secretion of interleukin- 12. J Interferon Cytokine Res. 1997 Dec;17(12):781-8. 



B ALLAS et al., Induction of NK activity in murine and human cells by CpG motifs in 
oligodeoxynucleotides and bacterial DNA. J Immunol. 1996 Sep 1;157(5): 1840-5. 



BAYEVER et al., Systemic administration of a phosphorothioate oligonucleotide with a sequence 
complementary to p53 for acute myelogenous leukemia and myelodysplastic syndrome: initial 
results of a phase I trial. Antisense Res Dev. 1993 Winter;3(4):383-90. 



Translation 

(Y/N) 





DATE CONSIDERED: 



^ EXAMINER: Initial if reference considered, whether or notcitation is in conformance with MPEP 609; Draw line through citation if not in conformance and not considered. 
Include copy of this form with next communication to Applicant. 
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ATTY. DOCKET NO.: C1039.70083US06 


FILING DATE: February 26, 2004 


CONFIRMATION NO.: 8295 


APPLICANT: Kriegetal. 


GROUP ART UNIT: 1645 


EXAMINER: Oluwatosin A. Ogunbiyi 





















BRANDA et al., Amplification of antibody production by phosphorothioate oligodeoxynucleotides. 

J Lab Clin Med. 1996 Sep;128(3):329-38. 



BRAZOLOT MILLAN et al, CpG DNA can induce strong Thl humoral and cell-mediated immune 
responses against hepatitis B surface antigen in young mice. Proc Natl Acad Sci USA. 1998 Dec 
22;95(26): 15553-8. 



CHACE et al., Bacterial DNA-induced NK cell IFN-gamma production is dependent on 
macrophage secretion of IL-12. Clin Immunol Immunopathol. 1997 Aug;84(2): 185-93. 



COHEN, Selective anti-gene therapy for cancer: principles and prospects. Tohoku J Exp Med. 1992 
Oct;168(2):351-9. 



COSSUM et al.. Disposition of the 14C-labeled phosphorothioate oligonucleotide ISIS 2105 after 
intravenous administration to rats. J Pharmacol Exp Ther. 1993 Dec;267(3):l 181-90^ 



COWDERY et al., Bacterial DNA induces NK cells to produce IFN-gamma in vivo and increases 
the toxicity of lipopolysaccharides. J Immunol. 1996 Jun 15;156(12):4570-5. 



COWSERT et al., In vitro evaluation of phosphorothioate oligonucleotides targeted to the E2 
mRNA of papillomavirus: potential treatment for genital warts. Antimicrob Agents Chemother. 
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